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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Applicants ' Arguments 

Applicants' arguments, filed 08 December 2003, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous office 
actions are hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 

Claims Under Exam in a tion 

Claims herein under examination are claims 2-8 and 10-18. Claims 1 and 9 have been 
cancelled. 

Claims Rejected Under 35 U.S.C. § 112 1 st Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

New Matter 

Claims 2-8 and 10-18 are rejected under 35 U.S.C. § 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claims 7, 17, 18, and all claim dependent therefrom are rejected under 35 U.S.C. § 1 12, 
first paragraph. The introduction of the following amendment . .each sensitive for multiple 
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biomolecular markers. . (claims 7 and 17); "follow-diagnostic data as a training data set" 
(claims 17 and 18) is considered new matter. There does not appear to be any disclosure or 
contemplation for new claims 17 and 18 and the amendment to claims 7. None of these concepts 
were found and none is apparent. Therefore, new claims 17 and 18 and the amendments to 
claims 2-8 and 10-16 are considered NEW MATTER. 
La ck Of Enablement 

Claim 2-8 and 9-18 are rejected under 35 U.S.C. § 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. Applicants are to 
note this rejection is reapplied in view of Applicants' arguments filed 08 December 2003 
pertaining to the phrases "expert system" and "expert rules". 

The intent of the instantly claim network and method is for the creation of a modified 
diagnostic expert rule, wherein the instant claims are to a network and a method "for creating a 
modified diagnostic expert rule" such that "expert rules" are used in an "expert system" and a 
modified rule is created (having improved diagnostic value) in comparison to the "expert rule". 

Applicants' response filed 08 December 2003 states: 

". ..the term "expert system" is a term well known to those of ordinary skill in the art (alternatively being 
refened to as an artificial intelligence system, neural network). In all systems of this type, the system 
begins with a set of rules (in this case of an expert system, these rules are "expert rules"), (page 8, lines 12- 
16) 

. . not only does the prior art abound with appropriate examples of such expert systems, but also the level 
of detail of the disclosure in those references is comparable to the level of detail in the present disclosure, 
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thereby providing further evidence that those of ordinary skill in the art are well informed as to the manner 
of operation of systems of this type." (page 9, lines 8-12) 
Further, Applicants' response filed 02 June 2003 stated: 

"The exact nature of the expert rules, and the goal or intended result that they are to achieve, are 
not important to the subject matter of the invention. It is only important that at least one of the 
original rules be modified so as to improve the diagnostic specificity. This is an easily 
ascertainable standard."(page 10, lines 14-17) 

It is acknowledged the language "expert system" (alternatively referred to by Applicants 
as a neural network) is well known to one of ordinary skill in the art, per se. While it is the 
general structural form of an "expert system" (neural network) that is conceptual understood it is 
the absence of criteria(s)/parameter(s) that the "expert system" uses to process the inputted 
information which lacks enablement. For example, if one does not know the 
criteria(s)/parameters for the modification of the expert rule how then does one create a modified 
expert rule as claimed (i.e. preamble)? Further, Applicants' have indicated an "expert system" 
"begins with a set of rules" (i.e. "expert rules"); therefore, an initial set of "expert rules" is 
required to practice the claimed invention. It then follows that if one does not know the initial 
set of "expert rules" one does not know what is modified and does not know what is utilized for 
comparison to determine an improvement? The specification provides no such beginning set of 
rules or the derivation of such, as required, for comparative evaluation of improved diagnostic 
value to create a modified expert rule. The specification fails to provide the 
criteria(s)/parameter(s) for the manner (i.e. processed in the "expert system'Vneural network) in 
which a modified expert rule having improved diagnostic value is derived from an initial expert 
rule. In the absence of a beginning set of "expert rules" and the criteria(s)/parameter(s) for 
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modification one of skill in the art would be required to make independent decisions and 
judgments to: 1) derive the beginning set of "expert rules"; 2) ascertain the rules by which the 
"expert system" processes the information to generate a modified diagnostic expert rule that has 
an improved diagnostic value when compared to the beginning set of "expert rules"; and 3) test 
and validate the "expert rule" derivation and the process for the creation of a modified diagnostic 
expert rule". 

Applicants are directed to Fields, Wilkinson, and Kende v. Conover and Woodward [170 
USPQ 276; How-to-Make Requirement section] which states: 

"the description must place the invention in the possession of the public as fully as if the art or 
instrument itself had been practically and publicly employed. In order to accomplish this, it must 
be so particular and definite that from it alone, without experiment or the exertion of his own 
inventive skill, any person versed in the art to which it appertains could construct and use it.". 
Such independent decisions, judgments, tests, and validation are not considered to be routine 
experimentation and one of skill in the art practicing the invention would be required to use 
inventive skill to develop Applicants' claimed network and method. 

It is noted Applicants have articulated that the creation of a "modified expert rule" with 
improved diagnostic value in comparison to said "expert rule" (i.e. beginning set) is an "easily 
ascertainable standard" to one of ordinary skill in the art. Additionally, Applicants have asserted 
the prior art abounds with examples of expert systems. It is therefore requested Applicants 
provide, by example, this "easily ascertainable standard" by determining a "modified expert 
rule" utilizing any of the expert systems in the prior art with the raw biochip data from Mendoza 
et al. Given Applicants assertion of such an "easily ascertainable standard": What is the initial 
set of "expert rules" of Mendoza et al? How are these "expert rules" modified to derive a 
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"modified expert rule with improved diagnostic value in comparison to said expert rule used to 
produce said diagnostic result"? 

Thus, the specification fails to provide one of skill in the art proper guidance, direction, 
or examples to make and use the claimed method and system. 

Claims Rejected Under 35 U.S.C § 112 2 nd Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. § 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-8 and 10-18 are rejected under 35 U.S.C. § 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
Vague And Indefinite 

Claims 7, 17, and all claims dependent therefrom recite the limitation "said biochips are 
sensitive for more biomolecular markers than said predetermined number of biomolecular 
markers. . ."/"a plurality of disposable biochips, each sensitive for multiple biomolecular 
markers. . ." which is vague and indefinite. The term "sensitive" implies some selection 
criteria/threshold value indicative of said biochips to be "sensitive" for multiple biomolecular 
markers. Applicants' can resolve this issue by particularly pointing out the selection 
criteria/threshold value that establishes a biochip to be "sensitive" and the criteria/threshold that 
establishes a biochip to be "sensitive for more biomolecular markers than said predetermined 
number of biomolecular markers, for example, instead of being "sensitive" for all biomolecular 
markers. Clarification of the metes and bounds, via clearer claim language is requested. 
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Claim 17 and all claims dependent therefrom recites the limitation "...creating a modified 
expert rule with improved diagnostic value in comparison to said expert rule used to produce 
said diagnostic result. . which is vague and indefinite. The above limitation implies a set of 
criteria that establishes the "modified expert rule" is an improvement in diagnostic value over 
that the said expert rule used to produce said diagnostic result. Applicants' response filed 08 
December 2003 states: 

"The "improvement" can be simply that the new diagnostic result is more precise 
Applicants' can resolve this issue by particularly pointing out the criteria that establishes the 
modified expert rule is indeed an improvement over that of said expert rule used to produce said 
diagnostic result. Clarification of the metes and bounds, via clearer claim language is requested. 
Objection To Claims 

Claim 18 is objected to because of a typographical error on line 15, wherein "care sites;\" 
should be corrected to "care sites;". Appropriate correction is requested. 

No Claims Are Allowed. 

Examiner In forma tion 

Papers related to this application may be submitted to Technical Center 1600 by facsimile 
transmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center located 
in Crystal Mall 1. The faxing of such papers must conform with the notices published in the 
Official Gazette, 1096 OG 30 (November 15, 1988), 1156 OG 61 (November 16, 1993), and 
1 157 OG 94 (December 28, 1993) (See 37 C.F.R. § 1.6(d)). The CM1 Fax Center number is 
either (703) 872-9306. 
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Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Channing S. Mahatan whose telephone number is (571) 272- 
0717. The Examiner can normally be reached on M-F (8:30-5:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward, Ph.D., can be reached on (571) 272-0722. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to Legal Instruments Examiner, Tina M. Plunkett, whose telephone number is (571) 
272-0549 or to the Technical Center receptionist whose telephone number is (703) 308-0196. 
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